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proposes to consult tile Drugs Technical Advisory Board 
within Mx mouths of making of these rules and take into consi¬ 
deration any suggestions which the Board may make; 

Now, therefore, in exercise of the powers conferred by 
proviso to sections 12 and 21 of the Drugs and Cosmetics 
Act 1940 (22 of 194!)), the following draft of certain rules 
further to amend (he Drugs and Cosmetics Rubs, 1945 is 
hereby publish d as ixquir d by Hr - said sections for in¬ 
formation of a(l persons likoly to be affected thereby and 
notice is hereby given that the said draft rules will be 
taken into consideration after the expiry of a period of sixty 
days front the date on which copies of the Olficial Gazette in 
which this notification is published are made available to the 
Public; 

Any objection or suggestion, which may be received from 
ariv person with respect to the said draft rules before the 
expiry or the aforesaid period, will be taken into consideration 
by the Central Government. 

DRAFT RULES 

1, These rules may be called the Drugs and Cosmetics 
(Amendment) Rules, 1989. 

2. In the Drugs and Cosmetics Rules, 1945 

(1) for rule 105, the following shall be substituted namely;— 

“lf>5 packing of drugs (I) The pack sizes of drugs 

meant for retail sale shall he as prescribed in Schedule 

P-I to the Rules. 

(2) The pack sizes of drugs not covered by the Schedule P-T 

shall be as given below:— 

(i) The pack size for short courses of treatment shall 

be 5 days. 

(ii) The pack size for maintanance or regular treat¬ 
ment shall bo 4 weeks. 

(ill) The pack sizes for liquid oral preparations shall 
bo 50ml./100ml. 

(iv) The pack sizes for eye/ear/nose drops shall be 
10ml. 

(\) The pack sizes for eye ointment shall be 3 gtn. 

(Vi) The pack sizes for ointment and creams f. <r 'opical 
use should be 5, 15 gm. 

fvii) The pack sizes for .leiosol inhalleis shall be 200 
metertd dose units, 

(viii) Unless specified otherwise in Schedule P-I 
Tablets/ Capsules “hull be packed in a.strip of 
10 tabs./ Caps,” 

(2) After Schedule P, the following new Schedule shall be 
inserted, namely:— 

“Schedule P-1 
(See rule 105) 


MINISTRY OF HEALTH & |-A MJLY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, th" 29th March, 1990 

G.S.R 412 (L-.t:—Wli , ,i\:i , the Central Government is of 
th.- opinion m,U cireuristan r.• have arisen which render it 
necessary to nir.'v rules without c m ,uliing the Drugs Tecbni- 


Paek sizes of drugs 


Name of the drugs 

1 

Charcoal, Activated 
Ipecac uanuhn 
Atropine 
Deferoxamine 


Dosage form 
7 

Powder 

Syrup 

Injection 

Injection 


Tack Size 
2 

10 gin. bottle 
50 ini. bottle 
10 amp. box 

-do- 
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l 

2 

3 

NiI'«v-mi.‘ lid. 

FiOecI ion 

-do- 

Sodium Calcium 
Ldetate 

Inj clion 

-do- 

Sodium Nitrate 

Injection 

-do- 

Sodum TKic'iiilolnte 

Injection 

50 ml. of .35",: 

Sola I,V. 

Methyllhionimum 
(Methylene blue) 
chloride 

Inicction 

10 nil. ampoule 

Penicillamine 

Cape, or Tabs. 

50 tab./cap. 
bottle 

Ether, Anaesrhitic 

for inhalation 

450ml. bottle 

Diazepam 

Injection 

2 ntl.x lOamp, box 

Halothano 

for inhalation 

25(J ml. bottle 

Ketamine 

Injection 

10rrd. vial carton. 

Thiopental sod. 

0.5g. 

(sodium salt) 
as powder 

1.0k., in 
ampoules, to be 
reconditutcd 
with D.W. 
(3.4% solution 
in isotonic) 

10 amp. box 

Bupivacaine 

Injection 

10 nil, vials 

50 ml. vial 

Lidocatne 

Injection 

20ml, vial 


Ointomcnt/ 

20 gm. tube. 


Jelly 

5gm. tube 

Paracetamol 

Liquid 

60ml. bottle 


Liquid drop? 

15ml. buttle 

Morphine 

Injection 

Ampoules 

Iml./2m1. 

Pethidine 

Injection 

Ampoules 

1m1./2ml. 

Diazepam 

Syrup 

60ml. bottle 

Ethosuximide 

Liquid 

114 ml. 

Phenobarbital 

Tab. 

100’s Bottles 

Phenyloin 

Tab. /Caps. 

I00"s bottles 

Sod. Valproate 

Liquid 

100ml, bottle 

Mebanda/olc 

Tabs. 

6’s strip 


Syrup 

30ml. bottle 

Piperazine 

Granules 

50gm. pack 


Syrup 

00ml. bottle 

Pyrantel 

Tabs. 

3’s Strip 


Syrup 

10ml. bottle 

Thiabendazole 

Tab. 

6's in Strip 


Suspension 

10ml. bottle 

Chloroquinc 

Syrup 

60ml. bottle 


Injection 

5ml. vial 

Metronidazole 

Syrup 

30ntl., 60ml. bottle 


Infusion 

100ml. 

Dehydroemetine 

Syrup 

30ml. 60ml. 
bottle 


Inj. 

2ml. ampoule 

1 ml. ampoule 


1 

■> 

3 

Ampkilliii 

Dry Syrup 

Inj. (Powdei) 

4\. U,s. 100‘s & 

3‘s, Hi’s, 6’s, 8‘* 
Strip/vialj, 

60 ml. 
vjuK 

Benzathine Benzyl 

Pen icillin 

Powder Inj. 

\ in Is 

Benzyl Penicillin 

-do- 

-do. 

C'lox. Glim 

Cajis. 

Jnj. (Powder) 

Dry Syrup 

I2‘s Strip 
vial 

60 ml. bottle 

Phcnoxymcthy 1 
Penicillin 

6Dry Syrup 

60ml. boll le 

Procain Benzyl 
Penicillin 

Powder Inj. 

vial 

Chloramphenicol 

Caps. 

Oral liquid 

6‘j ,.V 13‘a Su ip 

60 ml. 

Erythromycin 

Tab;.. 

Dry Syrup 

6's, I2‘s strip 

3() ml,, 60, bottle 

Gcntamycin 

Injection 

l ye/Lfr Drop.,. 

3 ml. Amp- ml. 

3 ml. 

Trimnihoprim plus 
Sulphamcth oxazol e 

Suspension 

50ml./100ml. 
bottles 

Clofazamire 

Caps. 

1'XVs bottle 

Dapsone 

Tabs. 

100’s bottle/tin , 

pai li 

1NH 

Tabs. 

Syrup 

100’s & 1000‘s in 
hot lie 

200 ml. 

Rifanipicin 

Cap?. 

2’s, 3‘s, 4‘s, 10’s & 
100s in strips/ 
botths 

Streptomycin 

Inj, 

1.0 cm. vials 

T hiacetazone—IN H 

Tabs, 

10’s, 30’s, 100’s 

1000’S. 

Diethyl Carbama/jnc 

Tabs. 

10‘s, 1000‘s 

Nystatin 

Tabs. 

12\ Strip 

Primaquine 

Tabs. 

4*9, strjp 100’t 
Srrip/Glass Bottle. 

Quinine 

Injection 

3 ml. ampoule 

Sulphudoxinc + 
Pyrimethamine 

Tabs. 

2’s Strip 

Ergotamine 

Tabs. 

2’s, 100’s & 10’s 
Strip 

Chlorpheniramine 

Tablet 

Syrup 

Injection 

10’s strip 

60ml. bottle 
ampoule 1 ml. 

Dexametbasone 
fas Seel. Phosphate) 

Injection 

2 ml, vial 

Adrenaline (As Hcl.) 

Injection 

1 ml ampoule 

Prednisolone 

Tab?. 

10’s strip 

Magnesium 

Hydroxide 

Oral 

Suspension 

200ml. bottle 
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2 

3 

Aluminium 
hydroxide gel 

Aluminium 1 

hydroxide gel ! 

400mg. V 

Oral 

Suspension 

100 ml. bottle 

Magnesium j 

hydroxide 400 mg. J 

Oral Smpen; ion 

200ml. bottle 

Cimefidluc 

tablet 

Injection 

10 le h’s strip 

2ml. ampoule 

Ranitidine 

Tablet 

10’s strip 

Promethazine 

Tablet 

10’s strip 

Promethazine (as Hcl) 

Tablet 

Elixir 

Injection 

10’s strip 

60ml. bottle. 

2ml. ampoule 

Methclopramide 

(as Hcl) 

Tablet 

Elixir 

Injection 

10’s strip 

30ml. b»ttlo 

2ml. ampoule 

Hydrocortisone 

A cetate 5mg. 

Ointment 

lOg. tube 

Framycctiu I0mp. 

Butyl aminobenzoate 
20rr<g. in 1 g. 

Rectal capsule 

10 Rectal Cap, 
bottle 

Buscopainc tab. A 

Tuj- 

Tnj. 

Tab. 10mg. 

1ml. ampoule 

10’s strip 

Senna 

as puK, Senna pod) 

Tab. 

4 tabs, strip 

Bisacodyl 

tab. 

strip of 4 tabs, 
strip 

Oral Rehydration 

Salta 

Powder 

30em. 50 gm. 

pouches 

Silver Nitrate 

Eye drops 

3ml. vial 

Sulfacetamide (Sod.) 

Eye drop- 

10ml. vial 

Framycctiu 

(Sulphate) 

Eye drops 

5ml. vial 

Hydrocortisone 

(acetate) 

Eye drops 

Tube 3«. 

Framycetin Sulph 1 

0-5% 

Hy drscortiso no \ 

(acetate) J 

1 % Eye drops 

5mh vial 

Tetracaine (as Hcl) 

F.ye drops 

5ml. vial 

Pilocarpine 
(as Nitrate) 

Eye drops 

5ml. bottle 

Timolol (mateate) 

Eye drop 1 - 

5ml. bottle 

Homatrcpine 
(as HBr) 

Eye drops 

Klml. vial 

Phenylophrin; 

(as Hcl) 

Eye drops 

5ml. vial 

Ascorbic acid 

Oral drops 
Injection 

15ml. vial 

5ml. ampoule 

Cholecaciferol or \ 

Capsule 

Bottle of 12 

Erggcalciferol / 

Granules 

Tube of Ig. 
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1 

A 

3 

Retinol 

Cap,/mb. 

Bottle of 30 

Strips of 10 


Oral drops 

15ml. vial 

Calcium o|ucr>natc 

Injei tion 

5ml. ampoule 

10ml. ampoule 

Vltamin-A 

Tab,'Cap, 

10's strip 

Cap, bottle 

50 & 100 

Vitamin A-1000 i.u. "] 

1 As per 

10’s Strip 

Vitamin D-400 i.u, j 
Ascorbic acid-JOnie, 

[ Schedule V 

1 

I00\ bottle 

Thiamine 1.5 mv. 

per table! 

100ml, syrup 

Riboflavin 1.5mg, 

^ or 

10ml,/ampoule 

Nicotiiv mide 20mg. 
Pyrldoxine 2mg. ! 
Folic acid 0.4 mg. 
Vitamin B12 5mg. j 

| 5ml. Elix r 

1 



Azathioprine 

Tabs. 

100 tabs, in 
bottlo/10 tab. s‘rip 

Bleomycin 

inj. 

Powder for 
injection in vial 

Calcium Follnate 

Tabs 

10 tabs, per bottle 


Inj. 

10 ml, ampoule 

Cisoplatin 

fnj. 

Powder for inj. 
in vial 

Cyclophosphamide 

Tabs. 

50 tab. per bottle 


inj. 

Powder for Injec¬ 
tion in vial 

Cytaradine 

inj. 

Powder for Inj, 
in 100 ml. viai 

Declinomycin 

inj. 

Powder for Inj. 
in vial 

Doxorubicin 

Inj- 

Powder for Inj. 
in vial 

Etoposide 

Cap. 

10 Caps, strip 


inj. 

5ml. amp. 

Fluouraeil 

inj. 

5ml, ampoule 

Mcrcaptopurine 

Tab. 

25 tabs. In bottle 

Methotrexate 

inj. 

2ml. vial 

Procarbazine 

Caps, 

25 Cup. in bottle 

Viublastin sulphate 

Inj. 

Powder for Inj. 
in vial 

Vincristine 

Inj. 

Img. amp. & 

5mg. amp. 

Melhpalan 

Tab. 

25 tabs, per bottle 

Hydroxyurea 

Tabs, 

20 tabs, pcT bottle 

Busulfan Tab. 

25 tabs, 

per bottle 

Chlorambucil 

Tab. 

100 tabs, bottle 

Diperiden Laclate 

inj. 

5mg./ml. amp. 

Orphenadrine 

Inj. 

5ml. per vial 

Phcnytoiu 

inj. 

2ml./ampoule 

Atropine 

Inj. 

1 ml. /ampoule 

tsoprenaline 

Tnj. 

2ml. ampoule 


Sulphate 
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3 

Glycerile Trinitrate 

Tab. 

Plastic bottle of 

100 tabs. 


Long acting 1 
spansule f 

4 caps, strip 

Iso sorbide dinitrate 

Tabs. 

Plastic bottle of 

100 tabs. 


Long acting ") 
Spansules J 

4 caps, strip 

Nitroglycerine 

Ointment 

Collapsible tube 
of 40 gm;. with 
marked butter 
papers. 


Ointment 

) Unit patch of 


(patch) 

j slew and 


Transdermal 

y substained 


Nitroflve 

I release transdermal 
j patch. 


Inj. 

5ml. ampoule 

Propranolol 

Inj. 

1 ml. ampoule 

Verapamil 

Inj. 

2ml. ampoule 

Diltiazem 

Tabs. 

10 tabs./strip 

Streptokinase 

Inj. 

Vial containing 
Powder form 

Lidocalne 

Inj. 

50ml. vial., 5ml., 
amp. 

Digoxin 

Inj. 

2ml,amp. 

Procainamide 

Tabs, 

20 tabs./bottlc 


Inj. 

20 vials' 

Quinidinc 

Tabs. 

bottle of20 tabs. 


Inj. 

10ml. vial 

Mcxiletine 

Inj. 

5ml, vial 

Phenytoin 

Tabs. 

10 tab;, bottle 


Inj. 

2ml./r;mp. 

Atropine 

Inj. 

J ml./amp. 

Frnsemide 

Inj. 

2ml. ampoule 

Potassium Chloride 

Syrup 

250ml. /bottle 

50ml./bottle 


Inj. 

10ml. ampoule 

Chlonidinc 

Inj. 

1 ml. ampoule 

Reserpinc 

Inj. 

1ml. ampoule 

Sodium Nitropruside 

Inj. 

in Powrr form 
amb or colour vial 

Phentolmine 

Inj. 

10ml. vial 

Heparin 

Inj. 

5ml. vial 

Protamine Sulphate 

Inj- 

5ml. vial 

Accnocumcrol 

Tabs. 

10 tabs, strip 

Vitamin KT 

Tnj. 

1 ml. amp. 

Dopamine 

Inj. 

5ml. amp. 

Dobutamine 

Injection 

5ml. ampoule 

Noradranaline 

Inj. 

2ml. ampoule 

Mephentinc 

Inj- 

10ml. ampoule 

Adrenaline 

Tnj. 

1 ml, ampoule 

Chlcium Chloride 

Inj. 

10 ml. ampoule 


1 

2 

3 

Fruscmide 

Inj. 

2 ml. ampoule 

Bumetanide 

Inj- 

2ml. ampoule 

Dcxam:thasone 

Inj. 

2ml. vial 

Sodium Phosphate 

Inj. 

5ml, vial 

Hydrocortisone 

Inj. 

2ml. via] 

Hcmosuceinate 

Testosterone 

Inj. 

1ml. 

propionate 

(ampoule) 


F.hinyloestradiol-f- 

Tabs. 

Strip 21 active 4- 

Lynestrcnoi 


7 Placebo 

Norethisteronc+ \ 
Ethinyloestradiol J 

Tab. 

same pack -do- 

Novthisterone 

Tab. 

-do- 

Medroxyprogesterone 

Tab. 

-do- 

acetate 



Norclhisterone 

Tab. 

-do- 

Insulin Tnj.etion 

(soluble.) 

Inj. 

5ml. vial 

Insulin Zinc 
Suspension 

Lente Inj. 

.5 ml. vial 

Isophane (VPH) 

Injection 

-do- 

Clomifeno citrate 

Tabs. 

20 tabs, bottle 

Levothyroxinc 

Tab. 

100 tab. bottle 

Ferrous Sulphate 

Tab. 

50 tab. bottle 

Ferrous Funiarate 

lab./Cap. 

50 tab./Cap. 
bottle 

Ferric ammounium 
citrate 

Syiup 

100ml. 

Ferrous gluconate 

Syrup 

Tab let 

100ml. 

50 tab. bottle 

Ferrous Sulphate+ \ 
folic acid J 

Caps. 

10 Cap. Strip 

Cyanacobalamin 

Injection 

10ml. vial 

Iron dextran 

Injection 

2ml. amp. 

Heparin 

Injection 

5ml. via! 

Protamine sulphate 

Injection 

5ml. vial 

Aminophylline 

Injection 

10ml. ampoule 

Epinephrine (as Hel) 

Inj. 

10 amp. box 

Salbutamol 

Syrup 

Inj. 

100ml. 

1 ml, amp, 

Gallamine 

Injection 

lOnil. vial. 2ml. 

(triethiodide) 


amp. 

Suxamethanium 

Injection 

1ml. ampoule 

(Chlorine) 


5ml. vial 

Ergornetrine 

(maleate) 

Injection 

1 ml. ampoule 

Oxytocin 

Injection 

J ml. ampoule.” 


[No.X— 11011/5/86—DMS & PFA] 
BALB1R SINGH, Jt, Secy. 


912 GI/90 
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Note: The Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publication of the Ministry 
of Health and Family Welfare (Department of Health) con¬ 
taining the Drugs and Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been amended by the 
following notifications published in Par! If, Section 3(i) of 
the Gazette of India, namely: — 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1930 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E) dated 22-09-I9R0 

8. G.S.R. 680(E) dated 5-12-1980 

9. G.S.R. 681(E) dated 5-12-1980 

10. G.S.R. 682(E) dated 5-12-1980 

11. G.S.R. 27(E) dated 17-01-1981 

12. G.S.R. 478(E) dated 6-08-1981 
J3. G.S.R. 62(E) dated 15-02-1982 

14. G.S.R. 462(E) dated 22-06-1982 
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